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Request
The petitioner requests a change 1 the basic policies and methodologies of the State Medical

Facilities Plan (SMFP) for Radiation Oncology Services - Linear Accelerators. The change
would add the following language to Chapter 9 Radiation Oncology — Linear Accelerators,
subsection Methodology for Determining Need:

Any area that has a ratio of 120,000 pcrsons per approved or operational lincar accelerator or
higher and a minimum population of 600,000 shall have a need for one IMRT/IGRT -capable
linear accelerator, provided that the Jinear accelerator is offered at an organized prostaie center
staffed by urologists, as well as medical and radiation oncologists and urologic rehabilitation
therapists; and the center agrees to provide a report demonstrating the impact of this arrangement
on patient health status, cost and patient quality of life, within three yearfs of the date the project
becomes operational.

“Approved linear accelerator” shall include any linear accelerator approved for inclusion in the.
State Medical Facilities Plans of 2006, 2007 or 2008 for which CON applications were filed.

Backeround Information
In the Final 2008 SMFP, there are 66 hospitals and freestanding oncology treatment centers
statewide in North Carolina with 112 linear accelerators that are operational, have a CON in

hand, or for which there is a prior year necd determination.

The methodology incorporates a geographic accessibility criterion (population base of 120,000),.
a criterion aimed at assuring cfficient use of megavoltage radiation facilities (when ESTV
Procedures divided by 6,750 minus he number of present linear accelerators equals .25+), and a
patient origin criterion that when a service area has 45% or more of the patients coming from
outside the service area. A need determination is generated when two of the three criteria are met
within a service area

In the last several years, there have been a number of need determinations. In the 2006 SMFP,
there was one need determination through the first part of the need determination methodology. 1t




was determined that there was a need for an additional linear accelerator in Service Area 7
which includes Anson, Mecklenburg, and Union Counnes.

Additionally in the 2006 SMFP, any county that had a population of 120,000 or more and did not
have a recognized linear accelerator had a need for onc linear accelerator and the county became
a separate Linear Accelerator Service Area. 1t was determined that there was a need
determination for one linear accelerator for each Linear Accelerator Scrvice Area of Davidson
(Service Area 11), Johnston (Service Area 21), Onslow (Service Arca 24) and Randolph (Service
Area 13) Counties.

Governor Easley determined that the 2007 State Medical Facilities Plan should recogmize,
a need for one additional linear accelerator in Service Area 20, to be awarded to an
existing provider of radiation oncology services in Service Area 20 which meets
applicable policies m the State Medical Facilities Plan, and applicable criteria In the
Certificate of Need Law and Administrative Rules.

In the 2008 SMFP, there 18 an adjusted need determination, based on a petition, for one
linear accelerator for Linear Accelerator Service Area 18, comprised of Bladen,
Cumberland, Robeson, and Sampson Counties.

Analysis/lmplications

The petitioner indicates that application of the sate’ s methodology has produced centers that treat
all types of cancers. Only stercotactic radiation therapy has received atiention; and that service
benefits a very smail proportion of cancer patients. By contrast, prostate cancer patients account for
approximatety 20 percent of radiation therapy patients and none of (he approved equipment is
dedicated to treatment of prostate or male urologic cancers.

The petitioner states that prostatc cancer 1s extremely prevalent, with one in six men developing
prostate cancer during their hifetimes. Ina recent article in the NC Medical Journal, researchers at
UNC reported that based on SEER data, North Carolina mcn had an age adjusted death rate from
prostate cancer of 35.6/100,000. This excceded the national average by 17.5 percent. North Carolina
has one of the highest death rates {rom prostale cancer in the United States.

The petitioner continues that male urologic cancers represent 2.4 percent of al} cancers diagnosed
and eight percent of all cancer deaths i North Carolina. Prostate cancer accounts for the majority of
urologic cancers at 15.7 percent of total cancers. Approximately half of prostate cancers involve
radiation therapy; 80 percent of which involves use of a linear accclerator. Prostate cancer ireatment
represents approximately 20 percent of all radiation treatmments (ESTVs) performed. Yet. North
Carolina does not have a prostate cancer center comparable to Atlanta, Georgia, Denver, Colorado;
or Akron, Ohio. No North Carolina provider focuses exclusively on the very complex issues
associated with total treatment of prostate and urologic cancer.

Thec petitioner says that tailoring linear accelerator treatment bearas 1o individual patient rumors is:
called conformal therapy. The radiation beam from the hnear accelerator can be more precisely
controlled with the advances provided by Intensity Modulaied Radiation Therapy (IMRT) and
Intensity Gated Radiation Therapy (IGRT). IGRT optimizes dose to the target organ to minimize




opportunities for undesired radiation of healthy tissues. With IMRT, the radiation oncologist and
physicist can contro} the placement, as well as shape and intensity of the beam, adjusting it to the
tumor dimensions while minimizing normal tissue exXposure. Together, the technigues optimize
contro] for the best possible long term patient outcomes. They permit the clinical ieam 10 use high,
carefully controlled doses to reduce the tumor(s). Not all linear accelerators have these capabilitieé.

The petitioner states that the technology is so important because urologic cancers are located in areas
of the body that involve intricate networks of organs, blood vessels, nerves and muscles Disruption
of any single tissue can cause major changes in physiologic function. Reducing the impact of
urologic cancers on the lives of patients involves complex treatment plans that consider how the:
wholc body functions, how the whole body will respond to the treatment, as well as how the
treatment will reduce the cancer. It requires specialists In the fields of anatomy, physiology,
radiation, pharmacy and chemotherapy.

Lastly, the petitioner indicates that organizing a prostate cancer center is not easy. It requires a
multidisciplinary setting and a multidisciplinary team of specialists whose skills complement each
other. It involves breakthrough organization, rearranging the stlos of single specialties into @ patient-
centered structure that facilitates feedback and pernuts the team o make tissue-sparing adjustments
during the course of patient treatments, Ii requires assembling professionals who currently work in
different seftings into a single setting. Today, surgeons generally work in operating rooms and in
their offices. Radiation oncologists and medical oncologists sometimes work together, but their
conferences and their focus is on a wide range of cancers: prostate, brcast, lung, cervix, stomach,
soft tissue, etc. Optimal prostate cancer radiation treatment occurs when the urologist and the
radiation oncologist cooperatively plan dosage and approach during the course of radiation therapy-
It is enhanced when physical therapists and urologic therapy DuUTSes Carmg for those patients provide
immediate real time feedback 1o the treatment planmng team for use in dose planning.

The Agency notes that it has reservations about a separate nced methodology for linear
accelerators with stereotactic treatment capabilities. There are a growing number 0f specialized
linear accelerators with stereotactic treatment capabilities Each of these units approaches the
problem of delivering a tightly tailored radiation dose to a precisely localized targcl in a different
way, but 1n the final analysis, they are all capable of precise iarpeting and elegant dose
distributions. Each linac has some unique featurcs and capabilities, but as yet no one machine has
been proven to provide superior curability vs. its competitors

The Agency notes that the petitioner could request an adjusted need determination during the
Summer 2008 review period for the Proposed 2009 SMFP.

Agency Recommendation

The Agency recommends demal of the petition in its request for a charge to the methodology.
The Agency suggests that the petitioner consider a petition for an adjusted need determination in
the Proposed 2009 SMFP for a linear accelcrator in Service Arca 20 addressing the issue of
access to some of the underserved population in the service area and demonstrating the medical
advantage of the proposed need determination.




PETITION

Petition to the State Health Coordinating Council
Regarding Change Methodology for Radiation Oncology - Linear Accelerators
For the 2009 State Medical Facilities Plan

State Health Coordinating Council
Medical Facilities Planning Section
Division of Hca?lth Sen"mce Regulation 3PS Ml Plaing
2714 Mail Service Center RECEIVED
Raleigh, North Carolina 27699-2714

March 4, 2008 MEdital Faciliries
Planning Secrion

Petitioner and Coptact:

Kevin Khoudary, MD

Parkway Urology, PA, d/b/a Cary Urology, PA (Cary Urology)
105 SW Cary Parkway, Suite 300

Cary, NC 27511

khoudary@caryurology com

Ph: 919-467-3203

STATEMENT OF REQUESTED CHANGE

Cary Urology requests a change mn the basic policies and methodologies of the State Medical
Facilities Plan for Radiation Oncology Services - Linear Accelerators. The change would add the
following language to Chapter 9 Radiation Oncology — Linear Accelerators subsection
Methodology for Determining Need.

Any area that has a ratio of 120,000 persons per approved or operational linear accelerator or
higher and a minimum population of 600,000 shall have a need for one IMRT/IGRT -capable
linear accelerator, provided that the linear accelerator is offered at an organized prostate center
staffed by urologists, as well as medical and radiation oncologists and urologic rehabilitation
therapisis; and the center agrees 0 provide a report demonsirating the impact of this
arrangement on patient health status, cost and patient quality of life, within three years of the date

the project becomes operational.

“Approved linear accelerator” shall include any linear uccelerator approved for inclusion in the:
State Medical Facilities Plans of 200, 2007 or2008 for which CON applications were filed.




The SMFP would reflect these changes:

. Fixed IMRT Certificate of Need | Certificate of Need
- Linear Accelerator : S /i, ;
HSA X Capable Linear Application Due Beginning Review
Service Area
Accelerator Dute Date
v 20 I*

* Restricted to applicants proposing a multidisciplinary prostate cancer center staffed by
urplogists as well as radiation oncologists, medical oncologists and rehabilitation urologic
therapists; and providing a structured written evaluation 10 the Division within three years of
project initiation.

REASONS FOR THE PROPOSED CHANGES

Summary

The statute governing Certificate of Need defines a new institutional health service to include
Vinear accelerator (GS 131E-176(16)f1.5a) and simulator (GS 131E-176(16)f1.9). Of these, the
Stare Medical Facilities Plan contains a Methodology for only linear accelerators. The State
Health Coordinating Council has focused on access and used the Plan’s Methodology to distribute
access 10 linear accelerators across the state, including a staterent in the current Methodology
that :

Any county that has a population of 120,000 and does not have a linear accelerator shall.
have a need for one linear accelerator and the county shall become a Separate Linear
Accelerator Service Area.”

Generally, the Radiation Oncology- Linear Accelerator Methodology has successfully provided
statewide access to linear accelerators. However, access remains uneven. Urban centers like
Areas 10 and 12 (Guilford and Forsyth) have 69,000 and 79,000 persons per operational linear
accelerator, almost twice as much access as Area 20

Focus of the equipment is a second problem. Application of the State’s Methodology has
produced centers that treat all Types of cancers. Only stereotactic radiation therapy has received
attention; and that service benefits a very small proportion of cancer paticnis. By contrast, prostate
cancer patients account for approximately 20 percent of radiation therapy patients and none of the
approved equipment is dedicated to treatment of prostatc or male urologic cancers.

Prostate cancer is extremely prevalent, with one n six men developing prostate cancer during
their lifetimes.! In a recent article in the NC Medical Journal. researchers at UNC reported that
based on SEER data, North Carolina men had an age adjusted death rate from prostate cancer of

' Source: DEVCAN Saoftware, Probability of Developing or Dying of Cancer Software, Version 5.2. Statistical
Research and Applications Branch, National Cancer Institute, 2005. hitp://srab.cancer.govidevcan.
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35.6/100,000. This exceeded the national average by 17.5 percent’, a statistic that greatly
concerns Cary Urology. North Carolina has one of the highest dcath rates from prostate cancer in.
the United States

Based on the 2007 projections from the North Carolina Cancer Registry, male urologic cancers
represent 21.4 percent of all cancers diagnosed and eight percent of all cancer deaths in North
Carolina. Prostate cancer accounts for the majority of urologic cancers at 15.7 percent of total
cancers. Approximately half of prostate cancers involve radiation therapy; 80 percent of which
involves use of a linear accelerator. Prostate cancer treatment represents approximately 20
percent of all radiation treatments (ESTV ’s) performed. Yet, North Carolina does not have a
prostate cancer center comparahble to Atlanta, Georgia, Denver, Colorado; or Akron, Ohio. No
North Carolina provider focuses exclusively on the very compiex issues associated with total
treatment of prostate and urologic cancer.

Tailoring libear accelerator treatment beams 1o individual patient tumor’s is called conformal therapy
The radiation beam from the linear accelerator can be more precisely controlled with the advances
provided by Intensity Modulated Radiation Therapy (IMRT) and Intensity Gated Radiation Therapy
(IGRT). IGRT optimizes dose 10 the target organ to minimize opportunities for undesired radiation of
healthy tissues. With IMRT, the radiation oncologist and physicist can control the placement, as well
.as shape and intensity of the beam, adjusting it to the tumor dimensions while minimizing normal
tissue exposure. Together, the technigues optimize control for the best possible long term patient
outcomes. They permit the clinical team to use high, carefully controlled doses to reduce the
tumor(s). Not all linear accelerators have these capabilities.

Why is this so important? Urologic cancers are located in areas of the hody that involve imtricate.
networks of organs, blood vessels, nerves and muscles. Disruption of any single tissue can cause
major changes in physiologic function. Reducing the impact of urologic cancers on the lives of
patients involves complex treatinent plans that consider how the whole body functions, how the
whole body will respond to the treatment, as well as how the treatment will reduce the cancer. It
requires specialists in the fields of anatomy, physiology, radiation, pharmacy and chemotherapy.

Organizing a prostate cancer center is Dot easy. It requires a multidisciplinary setting and-a
multidisciplinary tcam of specialists whose skills complement each other. It involves
breakthrough organization, rearranging the silos of single specialties into a patient-centered
structure that facilitates feedback and permits the team to make tissue-sparing adjustments during
the course of patient treatments. It requires assembling professionals who currently work in
different settings into a single setting. Today, surgeons generally work in operating rooms and in
their offices. Radiation oncologists and medical oncologists sometimes work together, but their
conferences and their focus is on a wide range of cancers: prostate, breast, lung, cervix, stomach,
soft tissue, etc. Optimal prostate cancer radiation treatment occurs when the urologist and the
radiation oncologist cooperatively plan dosage and approach during the course of radiation
therapy. It 1s enhanced when physical therapists and urologic therapy nurses carng for those
patients provide immediate real time feedback to the treatment planning team for use in dose
planning.

2 Gaston, Kris, MD; Pruthi, Raj, MD “Racial. Differences in Prostate Carnicer " North Carolina Medical Joumnal 67.2
(2006) 130-134.




North Carolina is a state known for excellent health care and for innovative thinking in general.
In Service Areas with a high ratio of population per linear accelerator, and eight or more linear
accelerators, it is reasonable and necessary to focus new resources On groups with special needs to
encourage excellence in patient care

Any need that is accorded special focus should be evaluated and documentéed; and results should
be shared with the State, for consideration in future Plans To assure such a report, the 2009Plan
should require an applicant for such a focused project 10 provide for a Systematic evatuation of the
investment for its impact on cost, quality and access, in addition to meeting high standards of care
delivery. The literature has several well-developed clinical indices to measure patient outcomes.
One is the SOMA-LENT measures of skin 10xicity in normal tissue; this was developed by the
European Organization for Research in Therapy and the Radiation Therapy Oncology Group.”
The International Index of Erectile Function has standardized measures of impotence.® Together,
these provide a developed and structured basis for evaluating the value of a focused service. The
measures have been tested and panels of experts have refined the definitions.

Service Area 20 has more than 600,000 people and more than 120,000 persons per linear
accelerator. Updated with 2008 population from the State Demographer, the attached Table 9H
from the 2008 Plan shows population and ratios in other Radiation Oncology Service Areas.

Service Area 20 Linear Accelerators — Count In Service Only

. ' Linear
Accelerators
Location ' County Pop 2008(a) 2008 SMFP
2007 SMFP T Na o 1
CCNC Raleigh Hematology Wake . 853,260 1 .
Duke Raleigh Wake i |
Rex llospital (b)) Wake %
Wake Radiology Wake 1
Franklin ' 57,866 0
Harnett 107,961 0
Total _ 1,019,087 g
Population per LINAC 127,386 |

a Source: State demographer http:/ www.state.demog.nc.us 2/27/08
b Rex has approval to move one to Wakefield and has filed « CON application to move danpther
that is out of service to Panther Creek

* Capcer Radiother. 1997;1(6):622-68.Scoring system of late effects of radiations on normat tissues’ the SOMA-LENT
scale

TR © Rosen', J C Cappelier? and N Gendrano !ii' Intemational Joumal of Impotence Research -August 2002, Votum
14, Number 4, Pages 226-244 The International index of Erectile Function (IEF): a state-of-the-science review




Counties in Service Area 20 and its periphery have high rafes of prostate cancer relative to both
North Carolina and the US.

Age Adjusted Death Rates from Prostate Cancer 2000-2004

SEER Data
T e B Prostate Death Percent ABOVE 1
Rate* US Avg

U.s. 27.9

North Carolina ] " 324 16

Wake County 36.3 39

Hamnett County 412 48

Figklin @ounty 7L 33
Johnston County 295 6

Lee County ) 36 1 _:____ 29

Rates per 100,000
hitp://statecancerprofiles.cancer. gov/cgi-
bin/deathrates/deathrates.pl?37&066&00& 1 &001 & 1 &1 &1

7
Statement of Adverse Effects if the Change is Not Made
Failure to make the proposed changes will have multiple adverse effects.
e Linear accelerator services 1n general will remain unevenly distributed in the state of
North Carolina, rewarding providers who have equipment that is not in service and that
has ot been in service for a year or more, but making service lcss acccssible for patients.
e North Carolina will not have an organized multidisciplinary program for treating urologic
and prostate cancer. As a result, cancer patients who understand the value of such a
program and want it will travel out of state or do without Others who do not understand
the options will be deprived of the alternative.
e Clinical treatment of prostate cancer in North Carolina, will trai behind states like
Colorado, Georgia, and Ohio. North Carolina has the 1 1™ highest incidence of prostate
cancer in the United States Of the states mentioned, only Ohio has a higher incidence.
'‘Costs of health care have three sources:
e Cost of associated with having disease in a population,
» Cost of the unit service delivered, and
a» Total cost of the care treatment.
- This proposal involves a unique approach to a disease focus that affects more than 250,000 people.

statewide. Organized as proposed, the center would provide a setting in which prostate and
urologic cancer care quality and outcomes would absorb the cnergy and attention of ali staff at all

5




times. Appropriately executed, it should improve treatment for persons with prostate cancer,
promote an understanding of factors that facilitate progression of disease, and help prevent
prostate cancer.

Prostate cancer is a debilitating disease, whose treatment is typically intense and extends over
long periods of time —~ months and even years. 1t involves the resources and energy of whole
families. Studies have repeatedly shown that patients deter treatment when distance to care 18
an issue. Quality studies also demonstrate over and over again the cost savings associated with
doing things correctly ihe first time. A person who gets radiation burns from prostate cancer
treatment cannot reversc that outcome. He will seek other treatments to address the side effects:
wound therapy, surgery, biofeedback and counscling for sexual and urinary dysfunction, etc.

In North Carolina. approximately 3,000 men wil] qualify for prostate cancer treatment for new
cancers in 2009 alone. They will use approximately 112,000 ESTV's. They deserve an alternative
choice. A study funded by the Department of Defense indicates that even when controlled for race,
“North Carolina black men have higher incidence rates than Louisiana black men.

Men receiving treatment for urologic cancers can suffer from numerous side effects, including
urinary, bowel and erectile dysfunction, loss of fertility, testosterone loss, and nerve damage.
Ten percent to 25 percent of men with prostate cancer have bladder control problems two
years after surgery or radiation therapy, according to research compiled by the Prostate
‘Cancer Foundation. Impotence is even more cOmMmon; up io 80 percent of men report
problems after surgery or radiation. Some men's symptoms gel better in time; other patients
are never the same.

The management and treatment of these side effects can be more casily managed by a team that
offers diagnosis, treatment, follow-up care and counseling at one location. The entire medical
staff will have input into the treatment options and will bave access to records regarding each
patient’s hislory when addressing individual responses o treatment. This will provide each
patient convenient access to more individualized and comprehensive treatment from one staff
‘with the optimum opportunity to confer on options.

Even the United States Department of Defense has recognized that prostatc cancer merits’
special attention, and has organized a major initiative to understand its prevention and
treatrpent, htip://cdmrp.army.mil/perp/default.htm




;gtaiemem of Alternatives to the Proposed Change

1. Do.Nothing Status Quo

Not changing the methodology sustains misdistribution of services and fails to challenge service
delivery approaches for 20 percent of the radiation oncology users.

D One statewide demonstration,

The initial egalitarian appeal of such an approach, would address only one of the issues addressed
above. It would give the state one prostate cancer center However, such an approach would risk
placing another linear accelerator in a community that already has excess capacity. Doing so
would risk low utilization of the demonstration and could jeopardize the viability of existing
resources.

3. Multiple sites

This option offers broader geographic choice, but risks the same probiem of low utilization and
excess capacity described in 2 above.

4. Program emphasis for new linear acceleratdrs

Encouraging existing radiation oncology — linear accelerator programs to develop special
initiatives in prostate cancer would be an 1mprovement on the current situation. It would highlight
a major issue in men’s health that has received little attention by the general health care
community. However, the State Health Coordinating Council does not have a mechanism to
monitor or challenge such programs There is no guaraniee that the encouragement would be
accepted or converted to a high-focus program. Such encouragement might increase educational
efforts and even support some multi-disciplinary conferences. However, in contmunities with
multiple linear accelerators, it could even further [ragment the services by pulling the urologists in.
‘multiple directions to multiple programs. Such an organization would still risk duplication of
efforts.

‘By contrast, the proposed alternative uniquely responds to the basic principles of the State Medical
Facilities Plan for a service that affects enough people to justify its viability

f. Promote Cost Effective Approaches

With radsation oncologists and urologists working separately, both may order the same lab or
imaging studies to measures outcomes associated with therapy. In an organized prostate cancer
center, radiation oncologists and urologists will share one medical record containing the same s€t
of laboratory and imaging data. Savings on diagnostic testing resulting from the proposed
organization of carc delivery can be significant. Shared consult using exactly the same data wilk
enhance clarity of communication among clinicians and between clinician and patient.




2. Expand Health Care Services to Medically Undeérserved

Above average death rates from prostate cancer in North Carolina make a clear statement. Men
with urologic cancers are poorly served. A prostate cancer center would organize urological
resources to expand the community prostate cancer screening. According to the North Carolina
Center for Health Statistics® in 2005, prostate cancer death rates, age adjusted, were almost 25
times higher for non-whites than for whites, 52 compared to 21 per 100,000. North Carolina black
men are a group consistently with one of the hi ghest death rates from prostate cancer in the
country. The disparity is so great the Department of Defense provided a 9.9 million dollar grant
to study different prostate cancer incidences between North Carolina black men and those from
Lounisiana. We anxiously await the preliminary results.

3. Encourage Quality Health Care Services

With prostate representing 20 percent of cancers, clearly the proposed services will benefit a
significant portion of the population “dealing with chronic conditions.” Specializing in one discase
process will enable a prostate cancer center to provide high quality care in a cost effective manner.

NON-DUPLICATION OF SERVICES

We have clearly established the need for and absence of an organized prostate cancer center in
North Carolina. Restricting the need to an area with a ratio of more than 120,000 persons per
approved linear accelerator will assure that the center is established in an area that can reasonably
absorb additional }inear accelerator capacity. L

Requiring a structured evaluation report, will provide the State Health Coordinating Council with
ifeedback on the value of a disease focused service.

Shttp-//www.schs.state.nc.us/SCHS/CCR/mort2005r.paf
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CONCLUSION

1t is reasonable and timely for the 2009 State Health Facilities Plan to include a change in
methodology that emphasizes a change in care delivery structures. This fits well with the
landmark recommendation number 2 of the National Institutes of Health Quality
Recommendations for the 21* Century:

2. Customization based on patient needs and values. The system of care should be
designed to meet the most common {ypes of needs, but have the capability to respond 1o
individual patient choices and preferences.

Attachments

State Cancer Profiles NC (cancer.gov)
Department of Defense Prostate Cancer Study
Table 9H 2008 State Medical Facilities Plan
Clinical Measures

Qa
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Teble 9H: 2008 Statc Medical Facilities Plan
LINEAR ACCELERATOR SERVICE AREAS and CALCULATIONS

Al 2007 | Acceleraiors| Conutation | Percentage of | 2005-2006 Frocedures | ESTY Procedures| NEED |
Civilian within Service | Patieats from ESTY Per Divided by 6750 | Determ-
Population Area Per Outside the | Procedures | Accclerator Minus # ination
D M o e crcacas | Acceleraor_[Service Ares [l LolAsgeleraions |
Area 1 129,510 2 64,7535 7.14% 6,780 3,390 -1.00
Arga2 378,179 i 54,026 20.2%% 34,671 4,953 -1.86
Arza 3 87,469 1 87,469 26.47% 4,491 4,491 -0.33
Area 4 151,110 3 50,370 10.60% 8,945 2,982 -1.67
} Area 5 357,995 6 59,666 10.20% 25,146 4,191 -2.27
Area 6 430,542 5 86,108 7.50% 23,406 4,681 -1.53
Area 7 1,043,447 11 94,859 21.76% 57,307 5,210 -2.51
Area 8 281,981 4 70,495 10.24% 16,994 4,249 -1 48
Arca 9 217,483 3 72,494 25.33% 17,436 5,812 -0.42
Area 10 614,782 9 68,309 16.59% 52,597 5,844 -1.21
Arsa 1l 157,450 1
Area 12 547,202 v 78,172 14.14% 43678 6,240 -0.53
Area 13 141,054 1
Ayea 14%* | 183,745 4 45936 49 86% 22,224 5,556 -0.71
Area 15 166,305 2 83,153 8.73% 7,991 3,596 -0.82
Area 16%*% | 405,732 7 57,962 34.70% 47,595 6,799 0.05
Area 17 295,396 3 58,465 13.28% 27,386 9,295 1.13
Area 18 537,003 5 107,401 12.68% 37,115 7,423 0.50
;:_Arna 1% 389,616 4 97,404 11.69% 22,755 5,689 -0.63
Area 20 970,558 8 121,320 14.62% 38,391 4,799 -2.31
] Area2l 155,874 2 71,937 2,648 1,324 -1.61
1 Area22 228,888 2 114,444 21.75% 13,099 6,550 -0.06
Area 23 181,417 3 60,472 6.86% 16,430 5,477 -0.57
Area 24 155,097 1
Ares 25 301,606 4 75,402 12.36% 15,526 3,882 -1.70
iJ Area26 | 301,751 5 60,350 34.64% 27,392 5478 0.94
Area 27 153,608 2 76,804 0.96% 9,380 4,690 -0.61
e T T R e

* Service Area does not have 120,000 basc population per agcelerator
++ Areas 14 and 16 have more than 45% of its patients coming from outside its service area

110
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Local angles: Alamance, Caswell, Chatham, Cumberland, Duplin, Durham, Edgecombe, Franklin, Granville,
Guilford, Halifax, Harnett, Hoke, Johnston, Lee, Nash, Orange, Person, Rockingham, Sampson, Vance, Wake,
Warren, Wayne and Wilson counties

Department of Defense funds consortium’s research on racigl, other disparities in prostat¢ cancér deéatly
rates

CHAPEL HILL ~ Researchers are preparing 10 begin a new study focused on why prostate cancer deaths are
more than twice as cominon in black men as in white men and why such deaths also vary significantly from
state lo State.

A new consortium of top U.S. cancer researchers is leading the study, which is funded by athree-year, $9.9

million grant from the U 5. Department of Defense Prostate Cancer Research Program

"Prostate cancer is the most CoOmmon cancer in men and the second leading cause of cancer mortality in tHe:
United States," said Dr. James L. Mohler, consortium director.

Mohler is professor and chairman of the department of urologic onco logy at Roswell Park Cancer Insfitute m
Buffalo, N.Y. He remains a member of the University of North Carolina at Chapel Hill Lincberger
Comprehensive Cancer Center and adjunct assoclate professor of surgery and pathology at UNC’s School of
Medicine, where he led the prostate cancer research program for 16 years.

"In men younger than age 65, the prostate cancer death rate for African Americans 1s 3.1 times that of
Caucasian Americans. In men 65 and older, the prostate cancer mortality rate for African Americans is 2.3,
times that of Caucasian Americans Why that's true 1s an intriguing medical mystery that likely will hold clues
to treating the deadly illness more successfully,” said Mohler.

To try to solve it, investigators at Louisiana State University Health Sciences Center; Harvard, Johns Hopkins:
Boston and Wake Forest universities; the universities of South Carolina and California at Irvine; and Roswell
Park Cancer Institute will join Mohler and other scientists at the National Cancer Institute, the National Institute
of Environmental Health Sciences and the U.S. Food and Drug Administration as onc of the two newly funded,
Prostate Cancer Consortiums.

"One of our goals is to study 2,000 patients with newly diagnosed prostate cancer,” said Mohler. "We will
interview 500 African-American men and 500 Caucasian-American men in both Norih Carolina and Loulsiats
and collect and analyze both blood and fat samples from the subjects,



"Men will be recruited for this study,” he added, "so we are not asking for volunteers, but we hope that if a-man
is called to take part, he will agree to hielp us with this Important study.”

The team is focusing on the two states because North Carolina often has the highest prostate cancer incidence
and death rates nationwide for black men, while Louisiana has one of the lowest, said Dr. Elizabeth T. Fontham,,
leader of Louisiana’s consortium efforts. Fontham is dean of the school of public health, professor of pathology
atid associate director of the Stanley Scott Cancer Center at Louisiana State University Health Sciences Center.

|

The two states have similar incidence and mortality rates for white men, however.

“Three reasons have been suggested for the disproportionate mortality between the two races, Mohler said.
"First, African Americans may present more often with advanced, incurable prostate cancer because of more
limited access to health care African Americans have been reported more likely to just let the disease follow ifs
course, Which doctors often advise in men over age 75."

Second, biological differences between the 1wo races may Cause prostate cancer to develop at a younger age or,
grow and spread more rapidly in blacks, Mobler said. "Fmally," he added, "the prostate cancers that occur in
African Americans may be inberently more aggressive. These studies will help pinpomnt which of these three
categories are important.”

Researchers at the participating institutions have particuiar expertise they can bring to bear on the questions, he
said, and that’s why they are working together. One major result will be an invalnable central resource of
clinical and research data on prostate Cancer patients, Mohler said, eventually including what happens to
patients following various treatments.

{_ Another result should be a better understanding of what can be done to reduce prostate cancer deaths in general
and in the African-American population specifically. "These studies should demonstrate whether public health
resources should be focused on altering interactions between patients and the health-care system, changing diets
or-altering patient or tumor biology," Mohler said.

The other consortium is based at Fmory University in Atlanta.

This year, more than 30,000 men nationwide will die from prostate cancer, American Cancer Society statistics
show, and close to 190,000 new cases will be diagnosed.

The prostate gland 1s a chestnut-shaped male organ surrounding the urethra just below the bladder. 1ts purpose
is to produce secretions that keep the lining of the urethra moist and others that form part of the seminal fluid.
The prostate grows during puberty and begins to enlarge further in most men after age 30, sometimes interfering
with urination. '

Cancers increase in frequency as men age, research shows. Early detection using prostate examination and
blood tests for prostate-specific antigen, or PSA, can detect the disease before symptoms develop when the
cancer is mosi curable. Treatment options nclude "watchful waiting," radiation, operation and hormonal
therapies.

Note: Mohler will be in Chapel Hill today (July 12) and available for interviews. To arrange an interview,
contact Dianne Shaw at (91 9) 966-5905 or dgs ed.unc.edu. e may be reached by phone, (716) 713-6700,
after that date. Dr. Jeannette Bensen, study coordinator, also 1s available for interviews and may be reached at
(919) 843-1017. Study participants and advocates are available for interviews.

UNC Lineberger contact: Diantie Shaw, (919) 966-5905 or dgs@med.unc.edu




1.800/€/€ BUUC 5 P Ay Aen
MOTS Aeydsicy

pasn a( pjnoys pue ‘pajepl|eA 12A Jou s} 3|83 nwmomﬁ.:a juaund alj} ‘s|eada3ut

awi} 1einbod 38 ANDIXOY WIoiUN a3eniead pue aguIssp uayj 0 ‘Buipiod3al R1ER

3y} 9Ao0tdWwl pue 3ZIpJepurRls 0} AJISs903U B 5B paJeadde P02 Sl “EH3ID 510949
X0y paz|p. epuess Jo uosanb ayy buissaippe jo wie 3w UPM S93PULI0IQNS PaIeBId
aaey (501y) dnoso ABojoouQ Adelayy uolieipey pue (D1y03) 430ue) jo Juawieall
uoneziuebao ueadosn3 *uOI3RJ0qe||0D |BUORRUISILI UR Wo.Jj S1Nsal WwalsAs bultods
INZT/WINOS dUl 's3nssn jewlou U0 LOIIEIPE) JO 510343 918) JO s|sAjeue ay) Jo) LWDISAS
uonenieaa aspald e ysyqeisa ol poau 8y} saiasnl siul - abenBue| A}12[X0) UOWIWOS,

p 4O 92UASqR 2y} Ul S3IPNIS (eI |eaaAas aiedwod 03 Wwa3sAS BuLi0ds AJ1D1X0] WLOJIUN
ou Jeyj 05 S| 819yl "dn-mol|o) juanyed njased Jo aouepodu 3y 3zZibodsad sys1bojoouo
uoIjEtpe SpRLW SBY Asnlul anss)] (ewiou 2184 J0 SU011e3S3JIUB [ENJUDAR B} Ppipaid 0
Ajl1qeUl BU] pue S10343 AlE| pue ain2e jo AYSU3IUL 33 usamilaq Ajzedsip ayl "senssh
|euLsou jeya Buipunolins o Anluy enpisas jeuliuiu 0s]e Inq 133URlESD JOWN) 211D W03
Ajuo jou sainbad ARjewnin oned si3nadessy’ jewnido syl "3l ylim ssaabosd Aewd

pue ‘|eay S19944a 1IN0 J8}jE sI1EaA O} SLIUOL 1S9jUBW $103))3 338 ng ‘§|9s31 uIUIRDIY

‘S PIRBY 11e 805 «

[c00z "sAyd 1019 [02UD 1etPEY ru)] aop Adelayy uoneipe) [enide ayj Buynp 1nN320 sSUOI3R4BY L [BINIINS pue |eucliuny ‘31eWwos juonelpel
[BULIDIIOD UNM AJDIX G} apesb-mol JO UOLENEAD Alpwiald ug Jo juaLsia |2213110 3soW a4y} sl Sanssi (euilou jo Ajaixo) 218 34 L '3s0p |eplouowny
[ce61 "SAyd 1018 100UD 1ejpey rwil s viNoS 8w ‘Buuoos BuLgalLp 49 10328 Buyiledl] 243 suiEwal Sanssil |ewou jo a7uRJ2{0] Uoleipey
AHOIXO} SIOOYT S1B7 "N0IS DUDLIOM SI108H3 9)ET JLHC3

‘aoueld
[£00Z "SAUd oM 1@2uO YeIREY juy] 31y Jo uosuedwod ‘ayiuag-313d 'pNg-uoA 4ajejdsoy a.nuad ‘cH9 V3 ‘gidespuioipel-ajbojcauo,p juawsyedaq

L1008 O} BUNUBLD AQ ALOTXCY BE] O a1e1 ay) Buiseaiouy

[LDoZ seuoiped Jeouen] 2 uim sjueied Ut Atelayjotusyo W Bljog ¢ duiepuad 'IC Kied 'd XBUIOKW

upm DUBWBYHE 10 BUDIE Adelsyjolpe) pojeIeeote P 1

[£00Z “eaesds | {seunlut {ysuau4 u 2yl
pUE SUCHOED) UDNBIPE) 218| PUE Adea |0 uciesiigse;D]

[ajeos
SYUIT PAIEIRY 1NIT-VINOS 943 1senssh jewiiou uo SUCHEIPE] JO S30a}j0 B38| 10 waysAs Bunoog]
P = 4

sy ot S ~g9-779:(9) 1! 2661 "TOUICIPRY J3IUED i1 [
| imelaey | IV H
0) puds | Aguog | - om_* DS m:__%ombmaﬁ Aejdsiq

syeeq  preoqdnp  AlOISIH  Xepulmatadld SN
sy [ oo | 10§ UQEQ:E [IRRLATY

§joog sieuInal 4 WIWO 2IMPNIIS SWouU3n wi1c4d aproajanN vm.:u_n:m saseqeleq v

[esIoad] [ _.mu__ B8] JO Soeris U] [BI0UEN 213 pus
74 TEoN AN SEHIPAT JO ARIGT] [BUORTN 1§ (1 3 JO,PIAlR \%

£ -
sodpupIo,0gEp 1 Sv., GNd/A0B .;E.EES@.BB??&& g § [ IoneS| U U0 SHORRIPRI 10 S1O3HA. o] A sKs mﬁuoum,




BUUL L 5o s™ Tk

‘b BOOT/E/L

TaUIEPSIq | 10V Uonellop] Jo Wo

Padid | Mallsielg AdBAL

$E0IAIeG UelunH 1 JIed

H o Juetedag

HIN AN HIEON

9550 G@H o ot M

sodmenproy nite] r _ smgnd/aod .ﬁ:.gz._nun.ét..nzs

[3NI1Q3N Jo} paxepUl - poand] 088v196 “CINd
*Ajsnouned

] J951B)] U UO SUOLEIPEI JO s]I9 2 2| A 18fs Burioog




¥ _uccm_ﬁfm._ ghue st dai~ SN

i | PO e
SEa0 A8 o O oWy

o) puag | kg vos | 0z | mous pegsqy | Aeidsia

[INTTAAW 10} paxepur- panand] Z6LE1LL “ATNd

"THd 3A0D 'S 11 Hoddng oIeasai e
PLIOYP
-sadK ], uogealqid

FLeled T 09s ‘ar xeD

(D1 MOA) 19duUE)) Jo JUIUNREIL], pue :uumummm 10} UOLJRZIUETIQ
ugadong 3@ pue (HOLW) dnoan) A3o{oouQ Aderay], voneipey a4 J0 €119)119 AJONX0 |,

241 AYS A
ur \
saoy pereisy - 1pE 1:(S)1E°0E TPIN $661 “SRUJ TOT {0300 1e1ped (351 77

o“>>m_>m.v.._ iy
01 puas | Ag uos | o& moy§ gum:mo_i Keydsta

| ——

‘SUONEND £
2AALIAI [[IM paNQT Ut ‘Goys Kdpaay ] Y2108y 10f uonp IS0 upadoany “YoIeas reuriuo mok Sunmio}Rd “23aN

spereq  pieoqdyd  AIOISH RSpU/MBIASLY ST

[enuad papand
robsieujiesiud
suspy eSO
yijeeH Jownsuod)
13INXOL
Aemayesy WIN
Soleed WIN
aqoi ININ
sjualuNo0Qq BP0

$80.N080} PHIERY

IgON AN

Hued TN

sauenyd) [RID8dS
saieny [EJUND
Jayojely LoneND yaled
18yoiep uonElD 216ug
aseqeleq HSAN
oseqele(q s|ewnor

$a0(AI8S PENGT

saynn-3
m AULOMBION/MEN
sjeuoing

D4 | died
Mmalang

BN Zaju3,

UDISIaA 1X3 |
zenu3 gy

um_zn:n__ YoIeas

_ ©a0 m!oiw _ | 103
JWd

syoog s{uingt WIWO JINPRIS BWIOUDD) ujajold aploapin pawand

=il mm_. .?_ UBIS] I[[ESH JO Sompsi] [BUOLEN ot pue
& [GON AN SRR 10 AX0ar] TPTORK 1) 1 JO 2mATas ¥

22&%2&5% ugndyacd ynu witrigou /Ay < Fyay) Boposug Adesay] .&E%muﬁﬁ ug Ayporxe

sa5eqeIeq IV




Yz Ev-800T/E/

Eﬂwm,ner

¢ Byt AELImOf Ay 00 aIE a7 T

UL BG HRREY NTL

m padejasap ses JAII 3L -KyL1aads (I JO uonEN|BAI a1}50USEIP
10j pue (dA) uondunysAP 3132913 Jo S[EL} [ENTND 10} yuiodpud
Arewnad v sg POPUAUIUI0dIT U3 SeY S1I] ‘HI0F)oUN) [ENXIS LW

16 TONEN|EAd 31} 0] YUINURRS] 110da-J|3s [FUOISTRUIIP-TH[TIXM ‘PIsn

Apppiam © st (AT uopauny 3Ly Jo X2pU] [EUOREULIIU] AYL
poeilsqy

npa fupunuasod . [iou-g

¥Sr1 FS§R0 [N Aompipostd UV S20H /9 ‘100YOS [DIPAN UOSUYOL POOA
1.42gOY-( NI ‘401 yodsef fo watupmdaq uasoy D ¥ -0 20UapUOASIAI0])

17Gy] INOYIRUUC]) UOJOID) Yupudojoad(] pup Y2pas3Y 94O uf 49zl
C

VS AKosiaf MaN ‘AompIposId ‘100YIS J0IPI HOSUHOL pooy o9y ‘Aasizf
map fo dijsiua pup sutpapy Jo Ansazaruy) ‘Capyods g Jo yauiavdaq I

ME ourIptiany N puw Ntozommmu a0 ..rqumom o R:!

MITADI JIUBIIS-IYI-JO-I) IS
v {(J[AIT) ROHIUNY MY JO Xopuj [eHONBIANUT 3],
1aded

4Qd 1¥8) |jInd  IXBN joeisqy SHOIAdL] gjuaod jo-a|qel

yrz-9¢e sebed ‘v 1oqunN i1 SWN|6A ‘200z Isnbny

salnjea) aus
S3ALIS JBUIOISNT
5dh 1220
sjurdaaziniey
BUIsIIBARY
aquasqns
sueweIq 4od
eunof ayy Inody
23140 [elI03pa PEW0D
Saalajal 104
sloyine 404

sases)ad ssald
AAIYY
NSS! JUBND

uopeagnd
JujjUC DUBAPY

awoy jeuinog

1ays1bas | aquosqns | SU9iR-9 Mu::ouum Aw Lzumdmm

wn_u%mﬁ {ENXDS JO (EIEImof ],
Yoreasyy souodur]
JO TeuImof RUOTRUINU]

I p—-— ST

Yot Ve e ameN | Gp  DdN 1nosv | SINIAIIUNLYN, | SHOCIUNLVN | SMAN HNIVN | WoD3UNiVN %

0-5i1s 8 *(JAID :bﬂuﬁ:&.?.unh 0 e U] [RUOTBOISY



¥ ROOT/SL BUYL Sbera s

dnjgso SusIand 4n3eN 2002 @ ) . Adtjod:AdRALd,

S A - e o e g e o ey PR G

4ad 1Xe14nd IXBN JOBNSTAY SnolABd sjusjuod Jo 3|qe L
pbz-97T sebed ‘v 19GWNN ‘pT JWNJOA ‘T00T ¥snbny

700z Kxenueg 91 padaoor {Z00T AFERUES § paARIdY

aneunoysonb 110dar-J[os ‘uo1EOLISSEIO ONSOUTIp
‘“ronepI[RA sstoyoAsd CUoTOUnYSAp [BNXaS ‘uopoumysAp 2110219

SpLoMAI

£§8006€ Tl (8/8€01°01:10P
BHZ—97T ‘P (TO0T) Y2025y pouajodud] fo jpudnor i e

 suces jar i€

sa1sAUd
AGojooeulleud £
souapsoInan M

“AABasAA NN}
10 swa.ue [enudjod WOS I Suore ‘AAII 21 Jo suoneymI| se

jioMm se sypduans oY} sapnpu MITARL SITJ, JUITINISUL 21f3 JO UODISIIA ABo|0Ig
Suruaaas Jaliq B 0) Honippe Ul ‘padofarap u3q Apusda sey (1 10} {190 AB[NO3IOW u
UorBIJISSE]D AJL13A9S Y [EUIpIIs UBL) 1310 sjuage juduneall yum ABojoiqooty Il
sy3a3j0 onnadeiaty) a3 dARISUIS OS[E st JAN 3 ‘Bep 0 pawtoyrad 1424e35Y |BDIPIW &
9a(q sey [er) xojeaeduod 33211p 2UO Auo ysnompy ‘sdnoi3qns 20UBIDS S|RLIIRH B
[eaiforon? jo 3ues IpImM € Ul SE oM se ‘eisy pue adoang ABojounww] &
VS Ul s1pmys ul ssouaAISTOdsan JUILUIEI ISNGOT pUE JUI)SISTOD soRuO M

ABojoa3 g UoiN|OAT B
szouaps yrel B
Aasa0dsiqg BnaQ &
juswdoeasq A
Ansiuuag |

iMIN ueasay .

POJEIISUOWIdP Sey| J] AUI0}N0 JUSTIIFEAL JO S2INSEIN J3YJ0
PIM M SAJEPLID pUE Kypprdads pue IANISTIS JO Jaxdap ySm

u sy ‘ANpIEA pue QIIqerad 3593 10} BLISYAD srgamordAsd spoaut
AA1I UL -aduareAald puy A313A3s (AT Smdpisse[d uy asn )Y pue
sardeoy) (I 230 pUE [JEUIPS IIA S[eLT) TedTUT]D paziuiopuel

uopdope yuanbasqus §31 ‘yuainy)sul a1y} jo uonepijea u_meosummm § 221084d [EIU)ID
oy m sofe)s ApIed sAZIIBWWNS MOTADI SI, STELN (R (S TEH Ansiway) &
alow w yurod pud Axewrtad e se pasn pue sadendue| Z¢ W pReplea Joue)
Appeousindur] uaaq sey 3] "dd 10 S[EL1) [edquyd uf JUOUISSISSE ABojouydaiold §
A3ed13jd 10] dANSEIN ,PIEPUE]S pjo8, >y1 se paydope uadg duls :ease Palans inoA
sgy pue ‘TyBudpyLs 10j weadoad [E11) [ENUTD 2L WM uopdunfuod uy suoned|gnd Jno e

Wo) [BUBIRU SSITY

¢

e 1 f ¥ -g ., - . _
1] CRODET/SYH PN ,xﬂﬁﬁc_,.E_..anu.ﬁama,ékaﬁm = h AT AR _.Eﬁﬁwﬁog:smwmﬁoﬁw ,«Q&wmnﬁ' "RIIUTAY Y



3 mocmmqhm FUUG, YL TAEY Tl

KiewwngBuipuriy

(40d aqopy) SJEG 18] 1813 »
unasW 1oedWl 2007 e
(LordWi) Kepay JeoueD a1eisoid Ul SPUL aApyeAquLY

y@eUg.10ed Welboid UoIEDS8Y
Q0A- W Lo 088 @

- gyyBiuBi4 snowaid 10—16Ad U Lo 3185
suonevdoiddy jeuoissalbuo)

8104DIEDSTY JHOUED
8je1501d Se sispuang NO8H
1
10 uoRBIBUBY) e 8y} Buluel] Sy 195UE0) SiE1s0)d PIEIPY e
AROURY
syByybiy yoressay aEEaiq SiUedioniey Mohoy 1oed e
Sjaueg UOHEIDoIU]
gpan BIoW SpIeMY YoIEes e
Buipun 10§ POPLBLILICDSY ¥
s|esodold Sddd L0Ad JaoUes
(U 1ewaXa) YSd -ajeisosd oneselaul Jo peaueApe AJIES0| 10} 8.N3 ou st s1ay) ‘ApusLnd "ual uRisSEINED
sieog 1521 onsoubeid Onu_ MaN 10 12U} B01M) UEU) SI0WI Uaaq SEBY UBWS uEsUeILIY UESUjY BUOLSE 81es Lieap [enuue 189uR0 Bje}sesd mumcn_wg,_m
, sfeione o) ‘0861 80UIS "Uaw ueIseone) Buowe uey JayBly JUS0I30 DO SEM LB LIESUBLIY jim jey3 yoseasal poddng
|||I|I|||||‘|I||d.m| L)
BAeEAY MON SSRNHOACO uesupy Buowe Ja2UED aje}sosd jo aouapioul lenuue abesaae ay) ‘€00z M 0002 0 poad at UoIssiig

Suung] "uBW Ul SYIEAp JBIUED JO ssneo Bujpea| e Se JA2UED 6unj 0} Auo puodIBs S| JTOUED
S18]S01d @SEIS|P AU} WO 8P M 000'gZ paleWse ue pue JauEd oje1said i pasoubeip
smaN Jaoued) ajeisold aq (M SBIBIS PalUN 8} U uall 0ZE798Y K@rewixadde ‘gOOZ Ul “uswl U SIB0UED [[2 10
ﬁ.:mu._ma Of Joj Bununosor ‘uaw Ul 1eauen pesoubelp AUOWLIOD JSOLW By} S1.180UED ABISPd LOISIA _

Oipund d40d 80Ad
1adues ayeisaad snbuo)

jaouen 9)eysoid

\“ :a)g yoleasg saouBs) B1E1S0Id < SUIBID0Ig YRIBISEY < awoH:

sp oqy @ suoyediand | suodey jeniuy | SRIgMY UDB2S: | JBLUBAIOAL IBUNSLOD | sapunpodd) Bupung arueifolg UDieesoy

' ladoy Bupiroid - 9.0 Y Bupui4 - uoneAcuyf Butpung

ER

i B I T -
S, IS0 o | b D REE ) SRR AL 2D FE0. L 83

.5 19800 - el SUE™ AAUOH SEUSEN M Jus e mﬂ@ﬁ

_QEE..»E.EE?%. 0 'Y 0TI [yAT[PUDISSIIBUOD) fuerdold ﬁaﬁ%ﬂr el 2IBISCE;




UL I TR Poana

‘£ 800Z/YIE

(m3) g00z '8z Areniqa pejepdn 1587

SPioaY | SYOFT PRy | SUONEaNgAd | STIOdSH [BNUUY | SPIERY HoJ08S

LSRR BRI SO
| TUELDAA{OAL] Teaneuo ) | Sainnuedas ujpuny | SWEIbo1 (0IeessY

FonoN Aaerg | 30 1wemos | UIEas | gepy ang | SubH J4Wa0

Bipun 10} pepuawluloday 5{E300d01g SN0IARId e
J0Ad Ui spleme 091 Aajewixoidde o
90-L6Ad VI SPrEME BPO°L »

nRE.hE‘EEvuh ! ‘. “yaan(] A|euolssaidno) ‘mresdor au‘aumulﬂ\- ~UE) JIEIB0IY




Response to Petition from Cary Urology
ForChange in Methodology for Radiation Oncology — Linear Accclerator
For the 2009 State Medical Facilities Plan

Response Contact:  John F. Reilly, MD

Raleigh Hematology Oncology Associates, FC DFS Healrh Pl
d/bfa Cancer Centers of North Carolina RECEIVED
4000 Westchase Blvd -
Suite 300
Raleigh, NC 27607
Miedical Facilmes
INTRODUCTION Plawning Secrion

Cary Urology has submitted a petition requesting that the 2009 State Medical Facilities Plan
(SMFP) recognize a need for a dedicated prostate cancer linear accelerator, specifically in
Service Area 20. Raleigh Hematology Oncology Associates, PC d/b/a Cancer Centers of North
Carolina (CCNC) opposes this petition because it is based on inaccurate and incomplete
information and does not represent sound health planning.

CCNC supports the overall concept that there is a need for additional lincar accelerator capacity
in Service Area 20 based upon the current availability of linear accelerators per 120,000 area
residents, particularly in densely populated arcas of the state with a minimum of 600,000
residents. However, to limit this expanded capacity to the treatment of prostate cancer fails to
recognize the broader need for greater access 10 radiation therapy services io address cancer
incidence and mortality rates for all types of cancer in North Carolina. The proposed petition as
written also fails 10 recognize that the benefits of an organized prostate cancer center can casily
be achieved and have been achieved by other providers without a dedicaied linear accelerator
limited only to the treatment of prostate cancer. For these reasons, CCNC recommends that any
requested change in the 2009 SMFP to recognize greater need for lincar accelerator services
reflect a broader need for such specialized equipment.

COMMENTS

The 2008 SMFP does show that in Service Area 20, the ratio of cxisling and approved linear
accelerators to the population is just over the level of one accelerator per 120,000 persons.
However, even if one accepts the assertion that this data shows a quantitative necd for additional
linear accelerator capacity in Service Area 20, there is no valid basis to suggest that such need
should be limited to treating prostate cancer only nor does Cary Urology provide any basis that
there is enough incremental demand to support a dedicated linear accelcrator.

Cancer Statistics Support the Need for General Purpose Linear Accelerator

Cary Urology’s petition points to the high age-adjusted death rate from prostate cancer in North
Carolina as a basis for a dedicated prostate cancer linear accelerator. In fact, the National Cancer
Institute’s (NCI's) official website www.statecancerprofiles.cancer.gov classifies prostate cancer
:n North Carolina as “Similar to U.S. Rates” based on age-adjusted cancer death rates. Only
lung and bronchus cancer in males is classificd as “Above the U.S. Rate” for North Carolina as:a
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whole. Please see Attachment A for an excerpt from the NCT website comparing age-adjusted
cancer death rates by site for North Carolina to U.S. rates.

Cary Urology identifies a prostate cancer death rate of 35.6 per 100,000 popuiation, which may
represent outdated statistics. The NCI website identifies a 2004 age-adjusted death rate from
prostate cancer of 32.4 representing a recent annual decline of 4.3 percent.' Thus, according to
NCI prostate cancer death rales in North Carolina are not only comparable to the U.S. on an age-
adjusted basis but also are declining. In fact, the death rate from prostate cancer in North
Carolina is declining at a greater rate than almost all other cancers. According to NCI data, the
North Carolina death rate from prostate cancer declined by 5.3 percent over the five-year period
2000-2004. Only cervical cancer death rates declined at a greater rate. During this same period,
at least 7 other cancer sites experienced increasing death rates in North Carolina. Pleasc see
Attachment B for a graphic presentation of this comparison. These data suggest that there are
numerous other cancer types that bear greater concern than prostate cancer in terms of addressing
increasing death rates.

A linear accelerator dedicated solely to prostate cancer will not begin to address the numerous
other cancer types that take a much greater toll on North Carolina residents. As shown below,
Cary Urology fails to recognize that deaths due to prostate cancer represent roughly five and a

half percent of all cancer deaths both in North Carolina and in Service Area 20, for which Cary

Urology proposes an additional linear accelcrator in the 2009 SMFP. To the extent that
additional linear accelerator capacity is needed in North Carolina or in Service Area 20, it 18

‘much more appropriatc to recognize the need for a linear accelerator that will meet the need for

treating all cancer types.

Comparison of Avérage Annual Deaths by Cancer Site*

Percent of

All Cancers Prostate All Cancers

North Carolina; 16,136 206 5.6%.
Wake 881 48 54%
Franklin 100 5 5.0%
Harnett 177 10 5.6%
Tolal Area 20 1,158 63 5.4%

Source. National Cancer Institute, State Cancer Profiles
* Average deaths per year 2000 - 2004

! www.statecancerprofiles.cancer.2ov!
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Cary Urology also focuses on the higher death rates for African Americans due to prostate
cancer. Again, Cary Urology fails to recognize that African Americans in both the U.S. and
North Carolina face a disparity in cancer death rates for most cancer types. Data from NCI
demonstrates that age-adjusted death rales for all cancer types reflect a significant disparity
betweenn White and African Americans. This is true at the national level, within North Carolina,
and within Service Area 20, as shown below.

Comparative Age Adjusted Death Rate by Race:

Total Death Rate*
African Percent
White American Difference

Us 190.7 238.8 25.2%
Nerth Carolina, 192.5 2384 23.8%
Service Area 20
Wake 173 224 29.5%
Harnett 216.6 261.4 20.7%
Frankiin 220.7 236.3 7.1%

Sauive: National Cancer Institute, State Cancer Profiles
*Age adjusted death rate for all cancer lypes.

Cary Urology’s proposal to serve only prostate cancer patients will address only a fraction of the
existing disparity in death rates by race. The data above would also suggest that White residents
of Hamett and Franklin Counties in Service Area 20, when compared with the rest of North
Carolina and the country as a whole, face a significant disparity in cancer death rates for all
cancer types (not just prostate cancer). Thus, should additional need for linear accelerator
capacity in Service Area 20 be recognized in the 2009 SMFP, this need should not be limited to
serving only prostate cancer.

Cary Urology may argue that having a linear accelerator dedicated 10 the treatment of prostate:
cancer will “free up” cxisting linear accelerator capacity to treat other cancers, but this argument
is flawed because this can only happen if all or most of the urologists in Service
Area 20 refer exclusively to the proposed prostate cancer center. There are two flaws in this
thinking. First, it would be extremely disruptive to established referral relationships and
treatment sources for other urology practices 1o redirccl all of their patients to the proposed
dedicated prostate linear accelerator. Second, it also is unlikely that other urology practices will
refer all of their patients to a radiation therapy practice operated by a competing urology group,
particularly without any documentation of improved quality or outcomes. To assume that any
capacity would be “freed-up” would in essence require all Service Area 20 urology patients to be
referred 1o the proposed prostate cancer center. This assumption would limit patient choice and
actually reduce accessibility to cancer treatment services in the Service Area.
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‘Comtinuity of Prostate Caré Can Be Provided withouta Dedicated Linear Accelerator

Cary Urology claims that North Carolina lacks a center with a linear accelerator that 1s dedicated
for the treatment of prostate canccer. ? In its Petition, Cary Urology mentions three prostate cancer
centers in Atlanta, Georgia; Denver, Colorado; and Akron, Ohio but does not specifically name
any of these centers. It is more than likely that the reference 10 a prostale cancer center in
Atlanta, Georgia is a reference 1o Radiotherapy Clinics of Georgia (RCOG), which serves
prostate patients from throughout Georgia, the southeast region, the U.S. and even foreign
countries. What Cary Urology fails to recognize is that at least one of these centers, RCOG in
Atlanta, does not operate any linear accelerators that are dedicated to prostate patients only.3
RCOG, which is the closest prostate cancer center of excellence 1o North Carolina, has a highly
developed program of prostate cancer ireatment including a wide variety of adjunct therapies,
emotional support, and wellness-related activities for prostate cancer. RCOG, however, also
provides services to all cancer types in each of its 7 locations throughowt Metro Atlanta,
demonstrating that a prostate cancer center of excellence can be developed within a general
oncotogy program and without a linear accelerator dedicated 10 only prostate cancer.

RCOG’s centers have also been actively involved in prostate cancer research and have done so
without a dedicated linear accelerator, RCOG's radiation oncologists have published, in peer-
reviewed journals, better cure rates for prostatc cancer with fewer side effects than Johns
Hopkins as summarized below.

Principal Ten Year
Investigator/Institution Treatment Cure Rates | Medical Journal Reference

ProstReision” (simultanecus Updated from Journal of Urology
Critz’RCOG irradiation) 83% {169:179,2003)

Updated from Urologic Clinic North

Walsh/Johns Hopkime Radical Prostatectomy 80% America (24:395,1997} ;

Seed Implant Only and
Ragde/Seaitle Irradiation plus seeds 55% Cancer (83:989,1998)

}

Furthermore, RCOG has made significant progress in harrowing the disparities in prostate cancer
death rates faced by African Americans. RCOG’s radiation oncologists published a study in the
peer-reviewed The Prostate Journal (Vol. 2, No. 2, 2000), which 1s provided in Attachmem C.
This study showed no significant difference in the cancer-free rates between White men and

2 Cary Urology’s claim that North Carolina lacks resources focused on the treatment of prostate cancer ignores the
substantial achievements of CCNC physicians in this area. Tt also fails to recognize that Wake Forest University
Baptist has established The Prostate Cancer Center of Excellence as part of its Comprehensive Center Program.
This center fosters muitidisciplinary research and treatment including the collaborative efforts of experts in
genitourinary medical oncology, radiation oncology, urologic oncology, pathotogy and radiology. See-
htp://www lL.wfubme. edu/cancer/Research/Centers+of-+Excellence/Prostate+ Cancer+Center+of +Excellence

? Georgia Department of Community Health, Division of Health Planning
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African American men who were treated by simultaneous seed implant and external béarf
irradiation as provided by RCOG. These findings were in spite of the fact that African American
men presented with a higher average PSA than did White men. This study was conducted
collaboratively between RCOG’s radiation oncologists and local Atlanta Urology Group;
however, neither a dedicated prostate linear accelerator nor a linear accelerator owned by a
urology practice was required to conduct such research or to achieve the documented and highly
successful patient outcomes.

RCOG provides a clear example that the development of an organized prostate cancer center in
North Carolina can be achieved without a dedicated linear accelerator and that Cary Urology’s
petition lor a dedicated linear accelerator to treat prostate cancer is without merit. RCOG is but
one such example. The Texas Prostate Institute at the Texas Cancer Clinic represents an
additional example of organized prostate cancer treatment without a dedlcated linear accelerator
and operated by appropriately trained radiation oncologists, not urologists.”

CONCLUSION

‘Cary Urology’s petition is not supported by the facts. Yes, prostate cancer death rates are a
concern in North Carolina. However, there are many cancer types that are just as conceming and
should be addressed by any linear accelerator added to the 2009 SMFP. Yes, African American
men face disparities in death rates from prostate cancer. However, a dedicated linear accelerator
is not needed to develop a highly specialized approach to treating prostate cancer across all races
with comparable outcomes. Most importantly, the petition proposed by Cary Urology is so
narrow in its focus that the only possible applicant approved in Service Area 20 would be Cary
Umlog\, As such, the petition does not represent appropriate health plunning for the state which
is eoncerned with accessible and appropriate healthcare for all of its residents. The petition as
submitted is self-serving and not in the best interest of the residents of North Carolina.
Furthermore, there is no published daia to show that treatment in a dedicated prostate cancer
center is superior 1n terms of outcome compared to a quality, state-of-the-art general oncology
practice.

CNCC urges the Technology and Eguipment Committee of the State Health Coordinating
Couneil to deny Cary Urology’s petition to modify the 2009 SMFP or at minimum to recognize
the need for additional “general™ linear accelerator capacity in Service Area 20 to meet the needs
of all cancer patients. We appreciate the opportunity to present these comments and would
welcome the opportunity to participate in a discussion of the petition and to address any
questions that the committee may have about the information in these comments.

4 www texascancerclinic.com
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NCI Comparison of Age Adjusted Death
Rates by Site for North Carolina and U.S.
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Rate/Trend Comparison by Stafe/County

Send o Printer | Close Window

Death Rate/Trond Comparison by State/County, death years through 2004
North Carolina versus United States
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i JStomach.(Mal_es,} l [
Created by statecancerprofiles.cancerigov on 03/24/2008 11:27 v, o —

Trend® f
Rising ~ when 95% confidence interval of annual percent change s above 0
Stable —% when 85% confidence imaerval of annual percent change inchudes 0.
Falling & wheri 85% confidence intervel of annual percent change i beiow 0.
Rate Comparnson

» .
Above  -when 95% confident the rats is above and Rate Ratio® > 1,10
Simllar = when unable to conelude above of below with confidence.

Solow ¥ when 85% confident the rate s below and Rete Ratio® < 0.90 i

1 Priarity Indices were created by ordering from rates that are rising and above the comparison rate to
rates that ara faling and below the comparnison rate,

Z Recent trend in doath rates wara calculated using the Joinpuin Regression Program and are expressed
as the annual percant changg over the recent trend geriod. Recent trend period s tha period =ince last
change tn trend as determined by Joinpaint. '

3 Rata ratio I8 the county rate divided by tha US rate,

Source: Death dats provided by the National viizl Statigtics System pubfic use data fila. Death rates
calctlgted by the Natianal Cancer Insitute using SEERSiat. Desth rates are age-adipsied to the 2000.
L% standard poputation {19 age groups. <1, 1-%.5-9,... , 80-84; 85+). Population counts for
denarinators are based orf Cansus populations as modifind by NCI.

Nate: When the population size for a denominator {5 small, the rates may be unstablé. A rate is unstable
when a small:change in the numerator {2.5-, only ohe or twid additional cases) has 8 dramatic effect on the
calculated rale. Suppression is,used {0, avoil misinterpretetion whisn rales are unstabla,

Stata Cancer Regisizias may provide more cutvent or more iocal data. Data presented on the State
Canger Profiles Wab Ste may differ fiom statistics reported by the State-Cancer Regislries. (for mora
information).

Data for the following has beert suppressed to ensure confidentiality and stability of raté

eetimates:
Thyroid {Females)

.ahttp:[/WW.stateéancerprolees.cancer.govfc;gi—binfratgmdbyafba:fdm\pl‘?fﬁ&[}ﬂ(},&o0&1... 3/24/2008
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Attachment B

Comparison of 5-year Mortality Rate
Changes by Cancer Site in North Carolina,
NCI
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Source: Desth date provided by the National Viial Siatistics System public use data fie. Death rates
caicuiatsd by tha Netional Cancer institute ysing SEER*Stat . Denth rates (deaths per 100,000
per yenr} are sgp-adjusted tn {lve 2000 US standard popuiation (19 ege groupk «t,1-4,
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African' American Mén with Prostate Cancer
Treated by Simultaneous Irradiation

W. Hamilton Willfams, MD,* Frank A. Critz, MD,*
James B. Bentort, MD,* Keith Levinson, MD,t

Walter Falconier, MD,* Emerson Harrison, MD,*
Clinton T. Holladay, MD,* and David A. Holladay, MD*

*Radiothevapy Clinics of Georgla, Decarur. Georgls, U.8.A.

TGeorgla Urology, Decatur. Georgia, U.5.A.

*Atlanta Urclogleal Consultants, Adanta, Georgia, U.5.A.

ABSTRACT

Objectivest Repertedly, Alrican Amarlean men
1AAM) with prostite egmcer preseny with more ad-
vanced disease and have worse outcomes than white
men IWMY We evaluaie this concept In our serles ot
fnen with proftate cancer reated with moder sioul-
taneoiys bradiation in a busy private pracion,

Materials and Methads: From 1999 0 1994, 1270
men whh climieal stage TIT2ND promase cincet were
treated by ukrasound-guided cansperineal Implaniza-
tion of 1-123 in the prostais apd seminal vesicle lme-
dian dose 12,000 eGy) Inllowed by cxiemal-beem ra-
dlation therapy 4300 eGy) including an addirfonal
750 ¢Gy seminal vedde boost [n men whh sdverye
prognostic {saant. None receited neocad|uvast ot ad-
Juvant hormane therapy. The medan prereatment
prosuite specfic antgen [PSA) level for 4L AAM and
1139 WM was 8.6 ng/ml and 7.} ng/ml. respectively,
1 sgnificant differeace 7 = 0.0001). Disease frecdom
ts deftned &5 achievement and mpintenance of a PSA
nadlr of 5 0.2 nginl. The median foBow-up is 24
mantiy (rRoge 12-548 mouthn, ’

Results: Disease-iree survival for the entire group bs
§9% 1 3%) at ¥ years, Qverall, or vehen analyzed by
suge, Gleasan soote. of age, AAM present with higher
Mereauncot PSA levels than WM. However. accond-
Ing o prétreatment PIA groups of 5 4.0 ngiml 4.1-
10.0 ngeml 10.1~20.0 ogrml. and » 20.0 ng/m). the
3-yeur disease-trea survival cates [y AAM and WM In
these groups are 100% and 95%. 83% and 92%. 67%
and EC%. 74% and 83%, respecihvely. Ne signlficant
differency \n diseaze Freedam W observed within the
above PSA groups or by analyds of Gleasan score or
stage, With disease freedom as an end point, rice It
not 4 signifiant (saor oo multvariste analgsts, -
Conclugions: AAM present wvith higher pretrestment
PSA levels than WM both gverall and when strazified
bY siage. Gleason score, o age. n thiy series. however,
disease-fres survival races of AAM and WM gre not
significanitly diferent overzll ar according to preceeat-
ment varlables Thu, race does niot appenr 1o he an
adverse prognostie facror afier simukaneous {rradfa-
ton.

F— il — o ——

INTRODUCTION

Muitiple reports have documentad thar bt com-
partson with white men {WM), Afrlcan Amer!-
can men {AAM) have & higher Inddence of pros-
rare cancer (1.2}, present with more advanced
diszase a1 tnitial dlagmosls (2-4). and appear ro
have a worse progoosls than WM (3-7), Expia-
nattons for these differencey include both a lack
of equal access 10 heslthcare (8) and the possi-
biiry that prosure cancer in AAM ls more viru-
lent than In WM [6,7). addidonally, some re.
purts bave poted younger AAM have z poorer

ndence and repiot requests io: Frank:A.

Addresy commepo
| e, MD, 2349 Lavyrencevifls Righway, Decanit, GA

30013, D84

dlszase freedem than older AAM. the opposite of,
the finding in WM (8,9}, However. thers is no
canseptus. becanse other studles have not found
a differrnce in ouscome |10-141, To dare, most
studles, regardless of finding, were conducred in
g pre-promaie specific aatigen (PSA) ecra or
have gverall survival or disease-speciic survival
2% an end polt, ot 2 PSA-deflned end point
{2-5.8~10.12,133,

Since the imroduction of PSA for clinleal use
in 1987, virually all reports on reatment resules
for localtzed prosate cancer use PSA end poinwg
to defing disease ireedam. PSA b5 the most pow-
ertul preoreannent predicror of successful prog-
ate canceT wreatment In moar serles, regardless of
the techmique used. However. of the six surgery

ot radiotherapy repons describing freedom from
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<ancer using & PSA-based tnd point {7,11.14-
t7), only Zagary etal {17} and Waterhouse el
-(16) (a sty thar bas appeared In absmacy form
only] repored remis wish complete pretreat-
ment PSA Information. The srudy by Zagars eal,
{17) evalvared dlsease freedom with 2 simypla ris.
ing PSA level while watethouse o1 gl i18) re-
quired two rises above 1.0 ngiml In this nudy,
witlh complese prewesment PSA Information,
we evaluate the concépt of wherher AAM with
PIORaTe amcer have a worse outcome than WM
when wreated wih modern simultaneous irradia-
ton. However, mlike other radiothesapy serigs,
disease freedom i defined by the achlevement
and maintenarnce of & PSA nadlr level of9.2 ng/
ml. the identical definiilon used afrer radical
prosuiectorny, |

MATERIALS AND METHODS

From February 1993 w April 1998, 1178 meq
with clinical stage TITINO proswie caeer were
treased by simulianeous mdtaton 1lmplanadon
of 1-123 in the promate foliowed by external-

L

beam radiotherapy). Aceording ro race, 141
(31%) wete AAM, 1129 (88.3%) were Wi, anid
8 1< 1%} were of other racas, For thls analysds,
hese lamer six men are excnded Al men had
blopsy-proven prostate edenoardnoma, Staging
evalustion was by digital receal €xem. Twenry-
ieven {2%) ol the 1270 men had & pretrearmens
Suging lymphadenectomy (NO); otherwise, pre.

scans were negative foy lymphadesopathy (NX),
Table | documents the dinleg] characrertiics of
all men according 10 race. Al 1270 men undes.
went ulsasound-guided transperines) Implanta-
tog of I-125 tn the'prostaze and semina) vesicle,
The medtan prostate implany dose. caleulated at
the capsule, way 12.000°<Gy (range 8,000-
18.000 cGy1. Three weeks postmplant, the pros-
tate, deminal vesicles. and periprastatic issue
were Ireated \ith 4300 cGy of externalk-beam
Imdm!onatlsncaypermuncm. 3 days per
week. via a combination of bilateral are and con-
formal beam technique. Two -bundred rixry.
S¢ven men with advetse prognostic factor alio
regelved 3 750Gy exierna) besm boost 10 the

TABLE |. Cllnlcal characreristics:

Characteristica Oversll AAN WM # Value
M: {270 141 {1 1% 1129 (85%,
Medlen age 1zange} (years) 65 (40-88) 63 (4479 5.001
Fullow-vp imonths
Median 24
Hanga 12-72
Pretrermucent PSA. ngiml!
Medlag imean} 7.109.0: B.5 {113} 7.0% (8.7} <d.001,
.Range 0.3-47 1.8-71.5 0.3-87

040 56 [T%) $ 13%} 91 (8%3

4.r-10 230 {63%) 80 157%) 730 (66%)

10.1-20 274 (22%1 B39 236 (21%;

»20.0 70 (6%} IZ 135 12 {3%)

Srage
o] 584 146%)° 70 (30%: 314 (46%)
v 686 (54%) 71 (30%,) 413 (34%) NS
Gleason scoret
2.8 937 (74%) 104 (74%:; 535 (74%)
7-10 3} r25%) 37 125%: 274 (28%) N3
“N$. oot siguifiant,
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seminal vesicles. No man recelved hormonal
therapy before reaurrence.

Disease freedum I3 defined as the achleva.
ment and maintenance of a post-preatment PSA
nadir jevel of £ 0.2 ng/ml Trastment faituge is
defined by a PSA padir level of > 0.2 ng/mf or 2
subsequen: rise iny PSA above this (zvel Follow.
up was performed every 4 mogehy with 3 me-
dlan follow-up of 24 monthy (average 37
months: range 1272 monehs). Diseage-free sur
vival rates are caloulired by the Xaplao-Mejer
life table estmasces method from the month of
lmplantaton. lscludlng $3% confidence inter-
vals, Comparison between survival curves is per-
formed by the Wilcoxon Rark-Sum Test. Com-

L parisens of sormally disufduted premesnvent

characterisdas are performed with the chi-square
test, Tests ol PSA dlsribution are performed with
the Mann whitney U test. Muldvariare analysis
was performed by the Cax propordonal hazarly

model,

RESULTS

A comparison of the pretreaunent clinfcal chars
acteristles berween AAM and WM {3 given' In
Table L. The medlan pretreatment pSA level for
AAM was 8.5 ng/ml inge 2.3-72.8L, and for
WM It was 7.05 ng/m! irange 0.3-87). 1 signiB-
ot difference (p < 0.00f). We also analyzed
PSA dismibutos acenrdlng 1o race iny the [oliow-
lng pretreatment rubgroups: Sage T1 or T3,
Glexsorn scorés 34 or 7-10. and age < 59 years nr
= 53 yean. Table 2 demonstrares thag In all com.
parisons except kor Stage T1 disease. AAM pre-
sented with a signiflcamly greater ®SA burden
than WM. In the cace of Glesson scpre of 7-10,
AAM had nezarly double the' PSA level of WM
t15.1 versus 7.8'ng/ml respectivelys, According
1o age disrrbudon within race, boch AAM and
WM who were = 65 years presented with sig-
eiflcantly higher pretrearmen: PSA levels tharnt
thelr younger counterparny ip < 0.00% 4nd p <
0.00§, respecxively). Hoth younger AAM and -
older AAM had higher P5A lovels than their WM

COMAIEIPALTS (f < 0.002 and p < 0.00L. respec- -

tively). AAM were signifiamily younger when
they recelved their diagnosey shan WM. with

' medlan ages of 63 and 67 yeass, respectively (p

0.001%, No signifcant dlfference was noted in the
distribution of Gleasan score or wage,

Gverall disease frzedom for the entire group
of 1270 men [s 89% (£ 3%) a1 3 yéars with no
significent difference in disease-free survival ob-
served between AAM and WM (Fig. 1), In adil-

:ﬁ.b- The Proswycé Joumal, Volume 2. Numbar 2, Apxil 2000

TABLE2, Distribution of pretrearmant FYA

by cifuieal factors’
-]
Fartory AAM WM Vilue
Stage
Tl TRRB38 Tl 0342 0.55
2 10.53 [A.9-72.8) T0.0-87.80 <00
Glzason seore
2-4 2.82-18} 8.7 0.-404) «<0.004
710 18] 14.2-72.81 1.810.86-87.8) <0.002
AgY [yearys
<49 78 1{2.42=41)" 8.7 {0.87.8" <0.002
26% 105 i4-138 71103878 <0.00}
“Values prves (o nrad sranges.
# UG herowren ape groups,
# < U001 iwtween ope groupe
——

ton when men were strattfled 2cegrding 1o pre-
Irearment PSA groups, no ditference tn diseage-
free survival was observed (Flg. 1 A-D). To
minimize the effect ol sample size, we' addirion-
ally aoalyzed all men with PSA levels of = 10}
ng/ml according 10 race. The Siyear diszase-free
survival rates for AAM and WM were 72% and
80%. respectively (p m 0.18), 8 nonslgnlficant
diiference. At the 5-vear follow-up. oo dlfferencs
In dlsease [reedom was noted according 1o clint.
cal suage or Gleason scores 1Table 31, When AAM
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FIG 1. Comparison of disease-free survival

rates for AAM versuy WM Discase freedom is
defined a3 tha achlevement snd maintemancs,
of 8 PSA nadfr level of < 0.2 ngiml, Na stgniff-
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“FiG, 2. PSA-manltored disease freedom

alflcant differencs iy
reapecrively),

amt WM were stratifled within race according o
age groups of < 63 years or = 63 yegrs. no dif-
ference tn the dlteasecfrée survival raie was
nowd. In additlon, no differences were noled
when comparing older AAM (o older WM and
ybunger AAM to younger WM. (Table 3),

On multivariate agalyxly, precreatment PSA
level and Gleason scose were signifleany predic-
wors of subsequenm dkease freedom, whereas
citnical siage. age, and race svere not significant

(Table 4).

DISCUSSION

Our finding that AAM svith prostar cancer pre.
sent with signlfcanty highsr pretreatment PSA
levels chan do WM Is similar 0 observadons by
other investigators, Moul er al. (3) repocted that
AAM with clinfcal stuge TIT2ND prosate cancer
before radical prosureciomy had slgnificantly
higher preeatment PSA levels chan did WM,
even when the pretesrment PSA level way -
mulaneously controlled Lor stage, grade, and
age, Afrer suxgery, Moul et al. {7) oorrelated pre-
trearment RSA levels with microscopic examing.--
tion of the prostacectomy specimens, demon-

af AAM versug WM based an

PEA level groups of S 4.9 ng/ml, 4,1-10.0 ng/ml, 10.1-30.0 ng/ml and »
appreciated In dlsease-freedam amony thess EroUpE

stratiflcation of pretreatment
20.0 ngfml, respectively. No aig-
{7 w 0,74, 0,39, 0.37, and 0.43,

strafing a direq correlarion of PSA levels with
tumar volume for both races. Imporuntly, these
Inverdgators notad that AAM and WM hed simi-
lar PSA values per unit of tumor volume, The
mean wmor volume for AAM way 8.1 cc, avhich
way significanly greater than the mean ¢.58 T
ianor volume for WM, Moul etal, {7) condiuded
that premreatment PSA level s a reasonable sur-
rogate for the higher mmor volume of AAM. In
4 seperae radical prosutecromy rudy. Powezll et
#l. {3) also noted thar AAM havea higher chance
of capanlar penerration and a significantly higher.
rate of positive marging than WM.

In mena without proszate cancer, Eastham et
3L (18) fonnd that FSA levelg are highsr In AAM
than in WM. After an evalnarion of fcreening
Prostate blopsy specimens, these authers also
discovered that AAM have a higher inddence of
prosulc Inflammation and suggeseed this g the
cause of the sievated PSA level In AAM relarive
to WM withour prostate cancer, Thas, thiere may

.be more than one catse for the difference in PSA

level presentation berween the rwo races.

Afeer radical proytatecromy, Moul et al {7y
observed & 62% S-year diseasa-free survival mate
fmf WM (mean pretreaunent PSA level 9.9 ng/



( TABLE ). S-year discase-fece survival rates of

[T

AAM versus WM according to pretrearnsers
ciinical factory’

Factors AAM WM g Valud
Suge
T iy 8 (701 91 {14} Q.14
T2 (mm) 77 83 {819} 024
Towl i141 {1128)
Gleason store”
-4 tn) axiiod 92 {811} 0.3
=10 im 81 {3 83 13t 0:12
Toul ti4l {11091
“Tweniy men &id not hare Gleasan scodng.
ASE [yrars]
<% 1m) 78 {30y o1 14820 (1}
pa0rS  pwm037
=43 in) 78181, 3¢ (84T 0.14
Towd 15414 11129}
“Vakned are given as percchmage {(No).
“Chl-iquare 1aslyds cied,
-., “Fot 44 monthe

‘p w 0.78 hziween age proupd jor AAM.
“r o 0,97 between dRe Freudd o WM,

e

mil, swhich way signfflcaptly bener (p = 0.018)
than the 38% 5-ycar dlsease-frec survival rare
tor AAM (mean pretreatment PSA level 19.8 nes
ml). This significant glfference in rextment aut.
come 15 paniculady impressive because the me-
dian follow-up tme was only' 13.9 months in the
study by Moul et al, 3 andonly 4I WM and ¢
AAM wete at ;isk Ioc 5-vest follow-up. Punther-
more. this sudy was conducesd In the U.5. Mill-
tary. which provides equal access in healtherre,

TAHLE &. Multdvaate analysi of
prereatment {actors

Pacter # Value
Pre-PSA <0.001
Gleason score <0.002
Srage 0.587
Age 0.124
Race 0.173

.'8&-  ’The Prosats Joumal,'Velume 1, Npmber 2, April 2000

In contrast, lselin et al, {14} stodled 115 AAM
and 1204 WM aher radical prostatectomy, Hnd-
Ing no difference in pathologic smge or PSA-
defined disease-free survival rates, although the
latter data were not shown. In specimen.

confined tumiory. AAM bad & grester tumor vols

ume than WM, which ls simijarte the Andings of
Mou! et al {7, interextingly, AAM and WM In
the specimen-confined group had stmilar dis-
ease-free survival rates, which suggests that
compiete removal of the caancer can equalize out-
come derpitg the greater wmor burden. How-
ever, beanse AAM with positive marging rended
to tafl exrlier than WM with positive marging, rive

authors befieve that AAM may have blologicaijy.

more -aggressive tumors (141

After monetherapy by mansperineal hnplan-
tation of radioacatve lodine or pallidicm in the
prosiate. Waterhouse e al, {16} noted 3 66%
3-vear disease-(rze sucviva) raze for 198 WM
compared with & 39% l.year diteace-trze sup
vival rate for 38 AAM with clinical stage TIT2NO
prostate ancer. AAM had 3 higher prewestmen:

- PSA Jevel than dld WM. bin Gleason score and

dinlcal sage were similar for both groups. Re-
curtence waa defiied Wt twa ‘consecuilve PSA
increases above 1.0 ng/ml According 0 tha au-
thars, the treacnent cutcome was not srassh-
cally different between the mces becaute of the
smull number of AAM,
Alier monotherapy with external beam ra-
diatlon. Kim ‘er al. (15) noted 2 significandly
higher diseage-free survivel rate for WM imedian
pretreatment PSA level 158 ng/ml than AAM
tmedlan pretreatment PSA level 68.4 ng/mi,
Becatise of the very high pretrearment PSA {evely
in AAM. It Is lUkely that most of these men had
metastarie disemsa when 1reated. Zagars et al.
(17} also evaivaied oraiment puteome afier ex-
temal-beamn irmdladon alone i a xpudy of 116
AAM and 108% WM with clinical siage TI-T4
prosune cancer. In coReras 1o the report by Kim
et al. {15L the pretreatment PSA levels were
mruch lower: the medien for AAM was 14.0 ng/
@l and thar for WM was 9.3 ng/ml, & significam
difference. With disease frecdom defined as a ris-
ing FSA regardless of the nadir achieved no sige
nificant difference was observed berwesn AAM
and WM when strarifled by prepeaunent Psa
levels, Gleason scorex, or stagey of disease,
However, posadiotherzpy PSA nadie Jevel

i the most imporen: predictor of subsaquent

discase ireedom after promate cancer radin-

therapy (19-21). Purher, Horwitz &1 a2l (23)
have shown that varytng the d=fintcon of discase
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Ireedom aiter radiotherapy can enhance the re-
ported discase-free suvival zae, Because the
study by Zagas etal (17} tncluded a dlspropot-
tdonatz number of AAM who received hormonal
therspy and lacked & stric FSA nadir-based defl.
nition of disense-free survival the tregoment re:
auln may be overseated,

Similar to Maut e al (1), we found that
AAM have a significanly greater PSA level thay
WM even aifter swadificarion of preireanment
clintcal lactors (Tuble 21, However, it the present
study. 0o difference was obscrved In disease free-
dom benween AAM and WM overall (Fig. 1}, by
Prereamment PSA gronps {Flg. 2 A-DY, or when

men were stratified by wage. Gleason score, or

age {Table 31, Alto, we found no evidence that
Young AAM lre worse than older AAM or
voung WM. On muldvariate analysts. race Is not
4 significanr proguostic factor wvhen ren are
treated by simuluneous rodistion (Table 4.
Therelore. whether comparing disease.lree
survival rates overall or according to various pre-
eament clinical characrerstie, of when evalu-
anng rce by moldvardate analys's, AAM have
the same trearment ourcome 38 WM when
weated by simultansous radlatles even though
AAM present with significandy higher preryeas.
ment PSA jevels These chbservatlons muy be of
grearer interest because chis study was conducted
in a community-based private practice where
Angst mea with prosygte cancer witl be treated.
whereas the study by Moul e1 al. (3} was con-
ducted In a single U.S. texrdary-care mliary {n-

Srigytion
Assuming that the higher PSA levels of AAM

rellec more exeenstve disease, simultancous ra-
dlation may be one reasan that AAM have out-
comes equal 10 WM. An [-125 implant that has a
g0-day half-life fnfvially Is placed in cha pmstace,
Three weeks afier the implentation. externals
beam midiation is surved and given dally for 6
weeks. Thos. organ-confined mallgnant and be-
nign prosute ‘epitheliurm Is Iradiared simulta-

neously, which tatensifies the inwaprosatic ra- .

diadon dose. Extracapsular disesse [s not weated
by seed implantation alone. Becanse eXTTaCapsy-

lar disease la present subetinically in 8t least half®

of all men with dinical stage TITZNG plostate
<encer, and even in23% of men with # prerraat-
merxe PSA level of < 4.0 ng/ml {23y, all men in
this study had iradiation of micoscopic extra-

“tapsular disease by che folfow. up exaermnal beam

radiatien. Therefore, although AAM present
with higher premreamment PSA evels than WM,
which & ndicative of greater inwraprosutic w-

mar volume and move extensive cxuacapsutar
disease, sirouitaeous radiation may equaiize the
weatment outcomed for both racey,

These observations correlate with the find-
ings of Waterhouse ex.al (141, Moul erak {7),
nd Isclln e af, {14), Secanse prosrace Inplars .
tion aloe does not effectively trea -
disease, and becanse AAM present with higher
PrEestment PSA levels than WM, AAM should
have a faflure tate greaver than WM when
wesied by prosuste implantdon alone, a3 o-
“served by Waterhouse et al (161 In the radica)
Progarectomy sudy by Moul exal, (7), > 80% of
both AAM and WM had » nerva-sparing radles]
prostaieciomy, almodt always a bilacera] perve-
$paring procedure. Becanse AAM presented with
more extensive disesse 1han WM bur had the
sme rate of nene-spadng radical PIOSTALECTO-
mies, mors AAM would be expecied to have dis.
#a5e recur. While no comment s made In the
report of fselln et al. (143 regarding the use of
acrve-sparing surgical wechniques. the concepr of
comprehensive treatment far AAM s supported
because ail men with s pedmen-conifned umaors
In their series had sicailar ourgmes despite Jarger
nrmer volumes for AAM.

The indings In thig study are encouraging
but should be Inrerpreced cautiously. This study
11 stmular 20 thos2 of Moul ec al. {71 and Iselln et
al. {14} In 1exms of the number of AAM at risk ag
well as in length of follow-up for those patlents
weawd In the PSA era: nonetheless, the bollows
up Is short. The PSA Jeveis for AAM Lo this repart
are Jower than those reported by Moul e al. {71,

-perhaps refleaiing a lower disease burden. Addi-
tlonally, some Investigators bave suggened that
because of educatonal and economic differences
between the races. Psa saeening efforts hava
nel been as effective dmmong AAM a3 WM
(24.25}, Twenty-seven percent of the Genrgla
popohrion Is Afdean American (251, whereas
only 11% of men in thiy report were AAM.-
Therrfore. through educarional or economic se-
lection measures, AAM treated In our privage-
Practice dlinfc may ror reflect the overall AAM
populaiian.

On the oher hand, the resolts achteved in
the wreaomens of AAM I this Tepoct may reflect
the current starys of prostate cancer manage-
‘ment relstive 10 raze better than orkef published
reports. Vijayakumar et al. (27) noted that she
AVEIARE preesrmen: PSA level in AAM hay de-
clined sharply, even mote than In WM, over the
periods 1988 w 1993, reflecring increaged use of
PSA saeening. In this study, AAM were weated
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. Dbetween 1993 mnd 1998 when PFSA. screening
wag performed even morte intensively. Thud
through more extensire PSA screening was con-
ducted during the yews covered by this stady,
carlier detection of prestate cancer in AAM may
be responsible far the lack of & dgnificant differ-.
ence in treatment outcome between AAM and

WM.

CONCLUSION

1n this study of race and prosate cancer, AAM
with cllnical srage TITANK prostaie caneét

trzated in privatr practice present with higher

-prezeameni PSA levek than WM. Nonetheless,
after the evaluation of reatment ottcome, AAM

have the tame disease-[ree survival mred as WM

when trzated hy simuliatecus radfatlan. if 1helr
higher pretreatment PSA levels reflect greater tu-

mor burden and. thus. more locally advanced,
disease. simulaneons rradlation appeard to
cormpensate for the more extensive raes of pros-
tate cabcer I AAM.
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Dr. Christopher G. Ullrich, Chair
SHCC Technology Committee APR 11 2008
Medical Facilities Planning Section
2714 Mail Service Center
Raleigh, NC.27699-2714

MiEdical Facilities
Plasning Secrion

Dear Chris:

At the Discussion Group on Radiation Oncology Issues, which we attended yesterdayiih
Raleigh, Dr. Kevin Khoudary of Cary Oncology noted that his group had filed a
certificate of need for a new center focused on the treatment of prostate cancer, which he
said would apply a ‘multidisciplinary approach’, involving both urologists and radiation
oncologists.

We feel strongly thathis petition should not be granted, for several reasons.

1) there is no evidence that a radiation treatment center devoted solely to the treatment of
cancers of one specialty disease site achieves results superior to those of a typical full
service radiation oncology department. You do not need to have a devoted center in
order to have excellent multidisciplinary input for cancer patients. In particular, the
Research Triangle area is well supplied with radiation oncology centers, many of which
have well established multidisciplinary programss p

2) the American College of Radiology, American College of Radiation Oncology and the
American Society for Therapeutic Radiology and Oncology have all petitioned the Center
for Medicare and Medicaid Studies (CMS) to exclude radiation oncology as an in-office
ancillary services (IOAS) provision under the Stark physician sclf-referral regulations.
These national organizations have concluded that ownership of a linear accelerator by
referring physicians, €.8. urologists, creates an undue financial incentive for self-ref erral
for this costly treatment. CMS has indicated that it could issue clarifications regarding the.
JOAS later this year, which would make centers, such as the one proposed by Dr.
Khoudary, illegal. Whether or not CMS acts this year, we agree with these national
9rganizati0ns that the ownership of lincar accelerators by referring physicians creates an
inappropriate financial incentive to self-refer;

3) the majority of radiation treatments at a urology linac center would be intensity-
-modulated radiation treatments (IMRT) for prostate cancer. IMRT treatments abe’
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currently very well compensated by Medicare and private insurers. Allowing single
organ specialty centers to selectively capture those highly reimbursed IMRT treatments
would have a significant negative financial impact on any nearby radiation oncology
denters; and,

49 the Medical Facilities Planning Section has worked hard to create and appropriately
update a linac needs methodology for North Carolina. [f the CON Section were to grant,
the request of Dr. Khoudary’s group for an organ-specific linac center, it would create an
unfortunate precedent. Other North Carolina physicians, who routinely refer cancer
patients for radiation therapy, e.g. medical oncologists, breast surgeons, other urologists,
would similarly petition the state. This would not only undermine the present carefully
crafted needs methodology currently in place, it would also threaten the current collegial
and multidisciplinary approach to cancer care which now routinely applies across North
Carolina, to the detriment of our patients.

In summary, we feel that the needs of prostate cancer patients in the Research Triangle
area — as well as state-wide - are already being very well addressed by the existing
radiation oncology service providers. Accordingly, we strongly recommend that you not
grant this request for a ‘specialty’ linac center, which would surely open a reguiatory
‘Pandora’s box’.

Sincerely, (yﬁ) Qw/

Robert W. Fraser, 111, M.D_, FACR
President
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MEMORANDUM
ARR- 1.1 7008

TO: Tom Elkins, DHSR Planner P
Elizabeth Brown, DHSR Chief:of Budget & Plannirig: Medical Facilivies
Planwing Secriom

FROM: Mike Vicario, Vice President of Regulatory Affairs’

919-677-4233 <mvicario@ncha.org>

SHUBJECT: Comment: Cary Urology Petition for a methodology to establish need for:an
IMRT/AGRT — capable linear accelerator

The Cary Urology petition proposcs a separate linear accelerator methodology for a prostate cancel
center. The petition rcports that 20% of linear accelerator pts are there for prostate cancer, and that NC
men have higher prevalence rates. The petition argues that many NC counties have high death rates,
perhaps attributable to a very high incidence in non-white males. It focuses on the need for appropriate
conformnal therapy and suggests that a more integrated care team (including urology and oncology)
approach would be used.

North Carolina’s approach to establishing nced for linear accelerators considers that patients seek
treatment locally for therapies like radiation oncology that require multiple visits. Most likely an

existing linear accelerator facility will be closer to a patient with the disease than the proposed new ceritef
and therefore more likely 10 seek services locally. Each of the three existing centers mentioned in the
petition are located in mectropolitan areas with populations over 2.5 million persons, more than twice the
population of the Raleigh-Durham metropolitan area.

2000 Metropohitan Population Estimates

Atlanta, GA MSA ' 4,112,198
Denver--Boulder--Greeley, CO CMSA 2,581,506
€leveland--Akron, OH CMSA 2,945,831

The petitioner reports that there are now 7 operational linear accelciaiois’in Wake County and an
additional linear accelerator from last year’s SMFP. The petitioners expressed need for more widespread
cducation on prostate disease and more intcgrated treatment approaches has merit. However an approach
that establishes new equipment necd for disease-based clinics in addition to the existing utilization-based
methodology is potentially duplicative to the existing process and should not be considercd as a
supplement to the existing methodology.

NCHA recommends that the Council support the existin g.need-n;ethcjﬁd‘lo gy-and encourage the petitione:
to work with existing linear accelcrator providers. '




